UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

WASHI NGTON LEGAL FOUNDATI ON, )
)
Plaintiff, )
)

V. ) Civil Action 94-1306 (RCL)
)
M CHAEL FRIEDMAN, in his )
of ficial capacity as Acting )
Comm ssi oner, Food and Drug )
Adm ni stration, )
)
and )
)
DONNA SHALALA, in her official)
capacity as Secretary, )
Depart ment of Heal th and Human)
Servi ces, )
)
Def endant s. )
)

MEMORANDUM OPI NI ON

This matter conmes before the Court on defendants’ notion to
alter or anend the judgnent and for a stay. Upon consideration
of the notion, plaintiff’s opposition thereto, defendants’ reply,
and the entire record in this case, the defendants’ notion wll
be GRANTED in part and DENIED in part, and the parties wll be

directed to submt supplenental briefs as specified by the Court.

. FACTS
On July 30, 1998, this Court granted plaintiff Washington
Legal Foundation’s (WF) notion for summary judgnment against the
federal defendants Friedman and Shal al a, representing the Food
and Drug Adm nistration and the Departnent of Health and Human
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Servi ces,

respectively. Having found that the defendants’

policies violated the First Anendnment to the United States

Consti tution,

and i ssued a pernanent

or enforcenent of any regul ation, guidance, policy, order or

other official action” that placed certain unconstitutional

restrictions on the commercial speech of drug and device

manufacturers. In particular, the Court stated that

1

b)

Def endants SHALL NOT in any way prohibit, restrict,
sanction or otherwmse seek to [|imt any
phar maceuti cal or nedical device manufacturer or
any ot her person:

fromdissemnating or redistributing to physicians
or other medi cal professionals any article
concerning prescription drugs or nedical devices
previously published in a bona fide peer-revi ewed
prof essional journal, regardless of whether such
article includes a significant or exclusive focus
on uses of drugs or nedical devices other than
those approved by FDA and regardl ess of whether
such article reports the original study on which
FDA approval of the drug or device in question was
based;

fromdissemnating or redistributing to physicians
or other nedical professionals any reference
textbook (including any nedical t ext book or
conpendi um or any portion thereof published by a
bona fide independent publisher and otherw se
general ly avail able for sale in bookstores or other
distribution channels where simlar books are

the Court entered judgnent against the defendants

injunction barring themfrom “application



normal Iy available, regardless of whether such
reference textbook or portion thereof includes a
significant or exclusive focus on uses of drugs or
medi cal devices other than those approved by FDA
or

c) from suggesting content or speakers to an
i ndependent program provider in connection with a
continuing nedical education semnar program or
ot her synposium regardless of whether uses of
drugs and nedi cal devices other than those approved
by FDA are to be discussed.

Order Granting Summary Judgnent and Permanent | njunction,

Washi ngton Legal Found. v. Friedman, 13 F. Supp.2d 51, 74-75

(D.D.C. 1998).

On August 13, 1998, defendants filed a Rule 59(e) notion to
alter or anmend the judgnent and for a stay, which is now before
the Court. In their notion, the defendants request that the
Court anend the July 30, 1998 order and injunction in two ways:
(1) to clarify that the injunction applies only to unapproved
uses of drugs or devices approved by the FDA for sone other use,
not to drugs or devices that have not received FDA approval for
any use; and (2) to restrict the scope of the order to the three
Gui dance Docunents discussed in the Court’s opinion. In response
to the notion to alter or anmend, the plaintiff has consented to
the first proposed anendnent clarifying that the order and
i njunction applies to unapproved uses of approved drugs, but the

plaintiff opposes the second anendnent.



The first proposed anendnent will be granted. The second
proposed anendnment, however, will be denied, and the parties wll
be directed to submt supplenental briefs on the extent to which
the injunction may affect recently effective |egislation and

regul ati ons.

1. DI SCUSSI ON

The defendants contend that the July 30, 1998 order goes
beyond t he underlyi ng Menorandum Qpi ni on, and the issues
presented in the litigation, in that it is not confined to the
t hree Gui dance Docunents that were in effect at the tinme the
order and injunction was issued. In particular, the defendants
are concerned that the injunction mght apply to Section 401 of
t he Food and Drug Adm nistration Mdderni zation Act (FDAMA) and
its inplenmenting regulations, both of which went into effect on
Novenber 21, 1998, after this Court’s July 30, 1998 deci sion and
i njunction.

To begin with, the defendants are m staken about the
i ntended scope of the Court’s opinion and injunction. The
Court’s Menorandum Opi nion, while focusing on the concrete
provi sions of the Gui dance Docunents, was intended to apply to

t he policies underlying the Guidance Docunents.! This was the

Al t hough the defendants argue that the order should be
confined to the Gui dance Docunents, their own words belie their
under st andi ng of the scope of the Court’s decision. See, e.q.,
Menmo. Pts. & Auths. Supp. Defs.’” Mdt. at 2 (“The Court
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position taken by the plaintiff in its conplaint, and it was the
under st andi ng of the Court throughout the litigation.

The Court’s decision and injunction nmust be read to apply to
the underlying policies of the FDA, and not nerely to the express
provi sions of the Gui dance Docunents, given the history of the
policies at i1ssue, which have been expressed in various docunents
over the years. Before the 1980's, the FDA did not attenpt to
regul ate the dissem nation by drug and devi ce nmanufacturers of
scientific and nedical information concerning unapproved uses of
FDA- approved drugs.? 1In the 1980's, however, drug manufacturers
began to devote increasingly |large resources to sponsoring
conti nui ng nedi cal education (CVE) courses, especially when those
courses concerned off-1abel uses of their drugs. Concerns about
this sponsorship as a pronotional practice |l ed to Congressional
hearings in 1990. 1In response, the FDA devel oped a Draft Concept
Paper attenpting to set forth the circunstances under which a
manuf act urer coul d properly sponsor scientific and educati onal
prograns that addressed off-label uses, but this paper only
hei ght ened the confusion surrounding the issue. In 1992, the FDA

published a Draft Policy Statenment on Industry Supported

determ ned, however, that the policies expressed in the Cuidance
Docunents are nore extensive than necessary to acconplish the
government’s |l egitimte purposes, and thereby inpermssibly
burden speech.”) (Enphasis added.)

2Because such unapproved uses do not appear on the official
| abel of a drug or device, they are comonly referred to as “off-
| abel ” uses.



Scientific and Educational Activities, 57 Fed. Reg. 56412 (1992),
whi ch again tried to describe the relevant factors in determ ning
when a manufacturer-supported activity inproperly pronotes off-
| abel uses. After the required coment period, the FDA revised
the Draft Policy Statenment and published its Final CGuidance on
| ndustry Supported Scientific and Educational Activities, 62 Fed.
Reg. 64074 (1997), which identifies twelve factors to be used in
determ ning the propriety of manufacturer sponsorship of CVE and
simlar prograns. This Guidance is one of those found
unconstitutional by the Court last July. Unlike the other
policies at issue, though, the FDA's CME policy does not appear
to be affected by the FDAMA and its inplenenting regul ations.
Around 1992, the FDA al so began for the first tine to
regul ate manufacturers’ dissem nation of scientific and nedical
literature that discusses off-|abel uses of the manufacturers’
products. Initially, the FDA's policy was set forth informally
by nmeans of letters to individual drug manufacturers warning them
agai nst reproducing or distributing scientific and nedi cal
articles and texts that discussed off-I|abel uses of their drugs.
These policies® also were eventually conpiled and published as
the Guidance to Industry on Di ssem nation of Reprints of Certain
Publ i shed, Original Date, 61 Fed. Reg. 52800 (Cct. 8, 1996), and

the Gui dance for Industry Funded Di ssem nation of Reference

3The FDA's policies differ slightly as to dissem nation of
articles and dissem nation of reference texts.
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Texts, 61 Fed. Reg. 52800 (Cct. 8, 1996). Unlike the CME
G udance, the policies expressed in these two Gui dance Docunents,
whi ch the Court held unconstitutional |ast year, appear to be
| argel y perpetuated by the FDAMA

At the tinme of this Court’s July 30, 1998 order and
per manent injunction, the FDAMA had been enacted but had not yet
gone into effect. The Court was nmade generally aware of its
provi sions by the parties, and the Court explicitly noted that
“the Cctober 1996 CGui dance Docunents will be superseded by

statute [upon the taking of effect of the FDAMA.]” WAshi ngton

Legal Foundation, 13 F. Supp. 2d at 58-59. dCdearly, it was not

the Court’s intention that the inplenmentation of the new

| egi slation would render its decision nobot. On the contrary, the

Court was aware that the Gui dance Docunents represented only the

| atest articulation of the FDA's ongoing policies toward

di ssem nation of scientific and educational information to health

care providers. Consequently, while focusing on the Guidance

Docunents as the nost recent available articulation of the

policies, the Court considered the underlying policies in

eval uating the constitutionality of the FDA s position on

manuf act ur er - sponsored di ssem nation of nedical information. As

set forth in both the Menorandum Opinion, see id. at 54, and in

the order and injunction, see id. at 74-75, the Court found that

the FDA's policies inposed an unconstitutional burden upon the

plaintiff’s First Amendnent rights. Consequently, the Court wl|
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not anmend the July 30, 1998 order and permanent injunction to
[imt it to the three Guidance Docunents. Such Iimtation was
never the Court’s intention.

This clarification, while it fully disposes of the
def endants’ notion, does not fully dispose of defendants’
concern, for the follow ng reason. On Novenber 21, 1998, the
FDAVA becane effective and the defendants issued final
regul ations inplenenting that |egislation. Those regul ations
were properly promulgated at the tinme, regardl ess of the
interpretation of the July 30, 1988 order and injunction, because
that order and injunction was stayed by agreenment of the parties
pendi ng resolution of the Rule 59 notion decided today. Had the
Court agreed to restrict the injunction to the three Gui dance
Docunents, then the FDAMA and its inplenmenting regul ations would
have been entirely unaffected by the injunction. The Court, of
course, will not so restrict the injunction, and so the issue of
the FDAMA and its inplenenting regul ations renains.

VWhile the Court has ruled definitively on the FDA policies
described in the July 30, 1998 Menorandum Opi ni on and the order
and injunction, the extent to which the FDAMA and its
i npl ementi ng regul ati ons perpetuate those policies has not been
adj udi cated. The Court agrees that such a determ nation should
not be nmade wi thout the benefit of specific briefing by al
parties. Therefore, the Court will defer the entry of final
judgnent in this action to allow the parties to submt
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suppl emental briefs directed at the FDAMA, its inplenenting
regul ati ons, and the extent to which these provisions may be
consistent or inconsistent with the Court’s July 30, 1998 order
and injunction. A briefing schedule will be set forth in the

separate order issued this date.

1. CONCLUSI ON

For the reasons set forth above, the defendants’ notion to
alter or anmend the judgnent and for a stay will be GRANTED in
part and DENIED in part. The July 30, 1998 order and permanent
injunction will be anmended to clarify that it applies only to
unapproved uses of FDA-approved drugs and devices, not to
unapproved drugs and devices. It will not be anended, however,
tolimt its application strictly to the three Gui dance
Docunents. The parties shall submt supplenental briefs
addressing the issues raised by the recently effective FDAMA and
its inplenmenting regulations, as ordered by the Court.

A separate order will issue this date.

Royce C. Lanberth
DATE: United States District Judge



UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

WASHINGTON LEGAL FOUNDATION,)
Plaintiff,

V. Civil Action 94-1306 (RCL)
MICHAEL FRIEDMAN, in his
officia capacity as Acting
Commissioner, Food and Drug
Administration,

and

N N N N N N N N N N N NS

DONNA SHALALA, in her officid )
capacity as Secretary,

Department of Health and Human
Services,

Defendants.

S N N N N N

REDLINE AMENDED ORDER GRANTING SUMMARY
JUDGMENT AND PERMANENT INJUNCTION

This action is before the Court on the Cross-Motions for Summary Judgment filed by
Plaintiff Washington Legal Foundation (“WLF’) and defendants Michael A. Friedman and Donna
Shalala.

Having reviewed the memorandum and other materials submitted, having heard oral
argument and otherwise being fully advised,

THE COURT FINDS that there are no genuine issues of material fact and that WLF is
entitled to judgment as a matter of law; accordingly,

THE COURT GRANTS WLF s Motion for Summary Judgment;

THE COURT DENIES Defendants Cross-Motion for Summary Judgment;
-10-



THE COURT FINDS AND DECLARES that the policies, rules and regulations of the
United States Food and Drug Administration (*FDA”) set forth in the Guidance to Industry on
Dissemination of Reprints of Certain Published, Origina Data, 61 Fed. Reg. 52800 (Oct. 8, 1996)
(the “Reprint Guidance”), Guidance for Industry Funded Dissemination of Reference Texts, 61
Fed. Reg. 52800 (Oct. 8, 1996) (the “ Textbook Guidance”), and Final Guidance on Industry
Supported Scientific and Educational Activities, 62 Fed. Reg. 64074 (Dec. 3, 1997) (the “Fina
CME Guidance”) are contrary to rights secured by the United States Constitution and therefore
must be set aside pursuant to 5 U.S.C. § 706(2)(B) except insofar as they are consistent with the
injunctive provisions below.

THE COURT HEREBY ENJOINS Defendants, their successors, an al persons acting in
concert with them or otherwise purporting to act on behalf of the United States (collectively
“Defendants’) from application or enforcement of any regulation, guidance, policy, order or other
official action , asfollows:

2. Defendants SHALL NOT in any way prohibit, restrict, sanction or otherwise
seek to limit any pharmaceutical or medical device manufacturer or any other person:

d) from disseminating or redistributing to physicians or other medical professionas
any article concerning prescription drugs or medical devices previous published in abona fide
peer-reviewed professional journal, regardless of whether such article includes a significant or

exclusive focus on tsesof unapproved uses for drugs or medical devices sther-than-these that

are approved by FDA for other uses and regardless of whether such article reports the original
study on which FDA approval of the drug or device in question was based,;

) from disseminating or redistributing to physicians or other medical professionas
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any reference textbook (including any medical textbook or compendium) or any portion thereof
published by a bona fide independent publisher and otherwise generaly available for sale in
bookstores or other distribution channels where similar books are normally available, regardless of
whether such reference textbook or portion thereof includes a significant or exclusive focus on

tsesof unapproved uses for drugs or medical devices sther-than-those that are approved by FDA

for other uses;
f) from suggesting content or speakers to an independent program provider in
connection with a continuing medical education seminar program or other symposium regardless

of whether tses-of unapproved uses for drugs or medical devices etherthan-those that are

approved by FDA for other uses are to be discussed.

3. For purposes of thisinjunction, a*“bonafide peer-reviewed journa” isajournal
that uses experts to objectively review and select, rgect, or provide comments about proposed
articles. Such experts should have demonstrated expertise in the subject of the article under
review, and be independent from the journal.

4, For purposes of thisinjunction, a“bona fide independent publisher” isa
publisher that has no common ownership or other corporate affiliation with a pharmaceutical or
medical device manufacturer and whose principal business if the publication and distribution of
books through normal distribution channels.

5. For purposes of thisinjunction, an “independent program provider” is an entity
that has no common ownership or other corporate affiliation with a pharmaceutical or medical
device manufacturer, that engages in the business of creating and producing continuing medical

education seminars, programs or other symposia and that is accredited by a national accrediting

-12-



organization pertinent to the topic of the seminars, programs or symposia.

6. Nothing herein shall be construed to limit Defendants application or
enforcement of any rules, regulations, guidances, statutes or other provisions of law that sanction
the dissemination or redistribution of any material that isfalse or misleading. In addition,
Defendants may require any pharmaceutical or medical device manufacturer that sponsors or
provides financia support for the dissemination or redistribution of articles or reference textbooks

or for seminars that include references to tises-6f unapproved uses for drugs or medical devices

otherthan-these that are approved by FDA for other usesto disclose (i) itsinterest in such drugs
or devices, and (ii) the fact that the use discussed has not been approved by FDA.
7. Defendants shall cause this injunction to be published in the Federa Register

within 30 15 days of the date hereof.

IT IS SO ORDERED on this day of , 1998 1999.

[Redline Version]
THE HONORABLE ROYCE C. LAMBERTH
United States District Judge
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UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

WASHI NGTON LEGAL FOUNDATI ON, )
)
Plaintiff, )
)
V. ) Civil Action 94-1306 (RCL)

)
M CHAEL FRIEDMAN, in his )
of ficial capacity as Acting )
Comm ssi oner, Food and Drug )
Adm ni stration, )
)
and )
)
DONNA SHALALA, in her official)
capacity as Secretary, )
Depart ment of Heal th and Human)
Servi ces, )
)
Def endant s. )
)

ORDER

Upon consi deration of the defendants’ notion to alter or
amend the judgnent and for a stay, the plaintiff’s opposition
thereto, defendants’ reply, and the record herein, and for the
reasons set forth in the nmenorandum opinion issued this date, the
defendants’ notion is hereby GRANTED in part and DENIED in part.

This Court’s Order Granting Sumrmary Judgnent and Per manent
I njunction, issued July 30, 1998, is hereby AMENDED to clarify
that it applies only to unapproved uses of drugs and nedi cal
devi ces approved by the FDA for sone other use, not to unapproved
drugs and devices. To illustrate this anendnent, attached to
this order is a Redline Arended Order Granting Summary Judgnent
and Permanent | njunction, show ng precisely what | anguage wll be

- 14-



stricken and what | anguage will be inserted when a final order is
i ssued.

Def endants’ request that the Court limt the application of
the order and injunction to the QGui dance Docunents i s DEN ED

The defendants shall submt a supplenmental brief relating to
the FDAMA and its inplenenting regulations within 20 days of this
date. Plaintiff shall file its opposition within 15 days
thereafter. Defendant nmay file a reply within 10 days after
plaintiff's opposition. The Court will thereafter issue a Final
Amended Order Granting Sumrmary Judgnent, and the July 30, 1998
order and injunction will becone effective upon issuance of the
Fi nal Anmended Order.

SO ORDERED

Royce C. Lanberth
United States District Judge
DATE:
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